EPA REGISTRATION NUMBER 264-1081 - VOL. 1
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UNITED STATES ENV'™™ONMTNTAL PROTECTION AGENCY

WASHINGTOUN, D.C. 20460

OFFICE OF PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

July 30, 2009
MEMORANDUM
Subject: Name of Pesticide Product: Sepresto 75 WS
EPA File Symbol: 264-RNIR
DP Barcode: 366695
PC Code: 044309 Clothianidin

From;

Through:

To:

And:

¢+ _plicant:

129099 Imidacloprid

Breann Hanson, Biologist Zj\' /7%1/!/) Do

Alternative Risk Integration and Assessment {ARIA) Team
Risk Integration, Minor Use, Emergency Response Branch (RIMUERB)
Registration Division (RD; 7505P)

John Redden, Team Leader — Toxicology
ARIA Team/RIMUERB N (O

RD: 7505P -

Kable Davis, PM Team 01
Insecticide Branch
RD; 7505P

Wendy Bruce, Senior Evaluation Officer
Toxicology Evaluation Section |

Health Evaluation Directorate

Pest Management Regulatory Agency (PMRA)

Bayer CropScience

P.O. Box 12014, 2 TW Alexander Drive
Research Triangle Park, NC 27709
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ATTACHBMENT: CONFIDENTIAL APPENDIX A

Page 8o 12

Table 2. Data Submitted for Sepres S WS EP
DACOH Tule MRIL ¢ ] ! Detatls and-or Deficiency’
GLN Report #
3210 Description ol Starting Matetial A
K30, 1600
32z Production / Fermulation Process A
830.1620
830 1650
323 Discussion of Impurities A
B30 1670
132/ Control Product Specification [} Minor deficiencies.
B30 1550 Farm ¢ Confidential S1atement of
Formula
ERNN Centificalion of Limits A
830 1750
§3017 Preliminery Analysis NiA For I8 comaming non-regisiered 70O or
Jor EF which s an I5F o
340 Enforcement Analvtical Method A
830 1800
"A  Acceptable; N Unacceplable (see Deficiency); N'A - Not applicable.
? Refer to CBI Appendix A for details
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S0 St
¢ M 3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
§ WASHINGTON, D.C. 20460
i"“t m:rﬁcj
OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES
Jamis Huary , PA.O pate: 7 /.l 72008
8&.:{?!‘ ("ﬂ'p 5c;'efi£e

"_J-'_: }u

o) Tul. Aloxssder Iroue

PO. Lox /X0 .
MMQL&&&_&G Y7707

Your email: g}zm,«_‘r'- ’u.m.ni @ ﬁg‘g&ncrqg Crence - Eonr?

DU ~RNIR (Dec# 3998 ?)

Subject: File Symbol/Registration No.
ey - RNIE (Dx* 297587)

Deardvrvts. Dy . H wng

The above referenced PRIA application was screcned by the Registration Division’s
Completeness Check Team and determined to be deficient. Please see the enclosed copy of our
screening checklist for the specific deficiency.

You must submit corrections within 7 days of the date of this notice, to the Completeness
Check Team. Include the following Decision Number on your cover letter with the words
“Resubmission — For RD’s Completeness Check Team” (o identify your package.

Decision #D 39948 3995¢7
RESUBMISSION — For RD's Completeness Check Team

You may send in comrections  a fax or e-mail, provided that the material is not
Confidential Business Information. «ur fax number is (703) 347-8932. Our e-mail address is:
OPP_RD_Completenessg Screening@epa.gov.

If you cannot meet this time frarne, please contact us for further discussions on this
matter. My telephone number is (703) 308 - 33 54 .

Sincerely,

Completeness Check Team
Registration Division (7505P)
U.S. BPA, One Potomac Yard
2777 8. Crystal Drive
Arlington, VA 22202

Attachment

169




¢ food g

PRIA 2 — 2] Day Content Screen Review Worksheet
(EPA/OPP Use Only)

4/9/08
21 Day Screen Start Date: Pf )-'D( oF ;.
Experts In-Processing Signature: L. % — Date ‘f'b%’? Fce Paid: Yes i"‘""’
Division managernent contacted on issues No Yes Date
[ ] ;
PA Reg. Number: )¢ (/ _ / pjTfp | EPA Receipt Dovs 1D / O
Items for Review Yes | No | N/A*

Application Form (EPA Form 8570-1) signed & complete including package ;
i pg MisSSin * "agﬁon = )a#&rlwgnhan E%;M»Nv‘ 5,5 J‘g # /
%’2,‘ ng"!:?'gﬂm:wd .73 AMW' ]

! e S

Confidentlal Statement of Formula all bo...s completed, form signed, and /
3 dated (EPA Form 8570-4)

a) All inerts, except fragrances, epproved fdr food and non food Yo 8o e S e

proposed uses (see Footnote A) @( . _:_;.-- '{v; 4},%&,2 %m

3 Certification with Respec* *+ Citation of Data (EPA Form 85?0—34)\ /

completed and signed (N/A 11 [00% repack)

. . . date padrix nadslo

Certificate and data matrix consistent a?'-s'*rr'g o~ ) /

i: spplicant is relying on data that are compensable, is the offer yes | mo ;- _'_";;; ey St by

to pay statement included. (see Footnote B) o e - ‘y R

If applicable, is there a letter of Authorization for exclusive use only. /
4 Formuilator's Exemption Statement (EPA Form 8§570-27) completed and ‘/

signed (N/A if source is unregistered or applicant owns the technical)

Data Matrix (EPA Form 8570-35) both internal and external copies (PR 98-5) s
completed and signed (N/A if 100% repack) )

. ves | mo [¥ T
5 | a) Selective Method (Fee category experts use) V4
b) Cite-All (Fee category experts use) pe
¢} Applicant owns ell data (Fec category experts use) g
6 @-Suhnissi
5 Copies of Label (Electronic labels on CD are encouraged }
2 Fated binst Fime '/
Is the data package consistent with PR Notice 86-5 Sfocewd diwe - /14
8 Neotice of Filing (link to included with petitions /

* MNote . De. Hua.ng shid he Jubmifed A‘\?t’ﬂcy Twternns (qoy (cwduclqi
P teome o il need +o et publiic fite copy out of Documentug.,

170




9 | If applicable for conventional applications, reduced risk rationaie (/

Required Data and/or data waivers. See Footnote C.

a) List study (or studies) not included with application

10

Comments:
(FES)

Foepu tators Eleuphm Statement™ v conir clavm o FermulsFors
“r ocom product (Y ~755), Jubmit New FES

exemplion for
- [ ) .
J :mrddtc/a'ﬁfrd

Date matnk . Revise duta matrix b Frst oatfz dafoe

ﬂﬁceﬂﬁwﬁ—o Jay, ont M?uf'-mhn 79{»7 PANTR aud /st
A wesw A USe data P clothianidin. Since You are puckasias

&rﬂgr:;‘éyedq# DAL OADTAL~ SOUAnCe,
Yo do ret Aeed to /05T HAal X -

F}PPHCH-',,;;; Form ' T have discu soed Hhis (4o c.oﬂ-t{. O Her
sCselners anwd (we aqree Fhat Yoy must sedmit q_,/ y
Complete Quplication Form, Sechon ll « T+ is wuna&ep 04

AATEN.
+o Submit @n appls cafien withont S A e

* N/A — Not Applicable
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ~ Form Approved OMB No. 2070-0060; 2070-0057:
1200 Pennsylvania Avenus, N.W. 2070-0107: 2070-0122; 2070-01634
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coltection of information is estimated to average (.25 hours per response for regisiration activities and 0.25 hours per response for
Reragistration and spedal review actlvities, including time for reading the instructions and completing the necessary fonms. Send comments regarding the burden estimate or any other aspect of this
colfection of information, including suggestions for reducing the burden to: Director, Coflection Stategies Division (2822T), UJ.S. Environmentai Protection Agency, 1200 Pennsylvania Avenue, N.W.,
Washington, OC 20460. Do not send the form to this eddress,

DATA MATRIX
Date: Septamber 15, 2008 EPA Reg. No fFils Symbol:  264-RNIR Page 2 of 2
Applicant=s/Registrant=s Name & Address: Bayer CropScienca, 2 TW. Alexander Drive Product{s):
RTP, NC 27709 Seprasto 75 WS
usa
Ingredient: Clothianidin + imidacloprid
B830.7000 pH of Water Soiutions or 47483001 Bayer Cropscience OWN M-304667-01-1 (BR 2845)
Suspensions
830.7300 Density/Relative Density/Bulk AT483001 Bayer Cropscience OWN M-304667-01-1 (BR 2645)
Density
835.1240 Soil Column Leaching 47483002 Bayer Cropscience QOWN M-270224-02-1 (METIXD50-1}
835.2120 Hydrelysis of Parent and Degradates | 47483003 Bayer Cropscience OWN M-267329-02-1 (METIX051-1)
as a Function of pH at 25 C
8501734 Whole Sediment: Acute Freshwater | 46826902 Bayer Cropscience OWN M-271041-01-1 (EBTIX063}
Invertebrates
850.1950 Field Testing for Aquatic Organisms_| 47483004 Bayer Cropscience OWN M-044250-01-2 (DECQ 082)
860.1300 Analytical Method 47483005 Bayer Cropscience OWN M-278059-01-1 (NT-001-P04-01)
830.1300 Vaiidation report 47483006 Bayer Cropscience OWN M-289314-01-1 (RATIY008)
Lynx Number: RATIY008
860.1300 Independent Laboratory Validation 47483007 Bavyer Cropscience owl M-283049-01-1 (RATIYD18)
860.1300 Quiside Laboratory Validation 42556124 Bayer Cropstience OWN M-003302-01-1 {103214)
860.1300 Clothiadin Muiltiresidue Method 47483008 Bayer Cropscience OWN M-272961-01-1 (RATIY016)
860.1300 Imidacloprid Multiresidue Method 42556122 Bayer Cropscience QOWN M-020722-01-2 (103840)
860.1380 Storage Stability Data 47483008 Bayer Cropscience OWN M-303705-01-1 (RATIY015)
Lynx Number: RATIY(1S
Signature . ‘lﬂ"’ Name and Title: Date: Septernber 15, 2008
C Lammin Huang, Registration Manager
EPA Form 8750-35 (12-2003) Electronic Faper versions available. Submit only Paper varsion. Agency Intarmat Usa Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060; 2070-0057;
2070-107; 20700122, 2070-01634

Paperwork Reduction Act Notice: The public reporting burgen for this collection of information is estimated to average D.25 hours per response for registration activibes ano u.<5 hours per response for
Reregistration and special review aclivities, including time for reading the instructions and compleling the necessary forms. Ssnd comments regarding Lhe burden estimate or any ather aspect of this
collection of informatien, including suggestions for reducing the burden to: Director, Collection Stratagies Division (2822T), U.S. Environmenital Protection Agency, 1200 Pannsylvania Avenua, N.W.,

Washington, DC 20460. [k not send the form te this address.

DATA MATRIX

Date: Saptembear 15, 2008

EPA Reg. Mo./File Symbal: 264-RNIR

Page 3 of 2

Applicant=s/Registant=s Name & Address: Bayer CropScience, 2 T.W. Alexander Drive Product(s):
RTP, NC 27709 Saprasto 75 WS
UsA

Ingradisnt: Clothianidin + imidadoprid

Bayer Cropscience

OWN

Bayer Cropscience

QOWN

Bayer Cropscience

OWN

Bayer Cropscience

OWN

Bayer Cropscience

OWN

Bayer Cropscience

OWN

Bayer Cropscience

OWN

Bayer Cropscience

OWN

Bayer Cropscience

OWN

Bayer Cropscience

OWN

Bayer Cropscience

CWN

Name and Title:

Signatum («. \a__ w’%

Lamin Huang, Regisiration Manager

Date: Septamber 15, 2008

EPA Form 8750-35 (12-2003) Elecironic Paper versions available. Submit only Paper version.

Agancy Intemal Use Copy
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UNITED STATES ENVIROMMENTAL PROTECTION AGENCY Form Approved OMB N"—f- 2070'005(?1 2070-0057,
1200 Pennsylvania Avenue, N.W. 2070-0107: 2070-0122: 2070-01634
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporling burden far this collection of infarmation is estimated o average 0.25 hours per response for registration activitias and 0.25 hours per responsa for
Reregistration and special revie ivities, inchuding time for reading the instructions and completing the neceasary forms. Send comments regarding 1he burden estimale or any other aspect of this
collection of information, includilyg avggestions for reducing the burden to: Director, Collection Strategies Division (2B22T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avanue, N.W.,
Washington, DC 2{460. Do nol sand the form to this address.

DATA MATRIX
Date; September 15, 2008 EPA Rag. No/File Symbol: 264-RNIR Paga 4 of 4
Applicant=s/Registrant=s Name & Address: Bayer CropScience, 2 T.W. Alexander Drive Product{s}:
RTP, NC 27709 Sepresto 75 WS
USA

Ingredient: Clothianidin + Imidacloprid

Bayer Cropscience owt
Bayer Cropscience OWN
Bayer Cropscience OWN
Bayer Cropscience OWN
Rayer CropsL._..ce OWN
Bayer Cropscience OWN
Bayer Cropscience OWN
Bayer Cropscience OWN
“ayer Cropscience OWN
layer Cropscience OWN
Bayer Cropscience OWN
Signature R Lb.’& Narme and Title: Cate: September 15, 2008
( S LJamin Huang, Registration Manager
EPA Form 8750-35 {12-2003) Elactronic Paper versions available. Submit ondy Paper version, Agency Intamal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060; 2070-0057,
1200 Pennsylvania Avenue, N.W. 2070-0107; 2070-0122; 2070-01634
WASHINGTON, D.C. 20460

Paperwark Reduction ~w. NOuw.. The public reporting burden for this coflection of information is estimatad o average 0.25 hours per respanse for registration activites and 0.25 hours per responge for
Reregistration and special review activities, including time for reading the instructions and completing ihe necessary farms. Send commenis regarding the burden estimale or any other aspect of this
collection of information, including suggestions for reducing the burden to: Direclor, Collection Strategies Division (2822T), U.5. Environmental Proladion Agency, 1200 Pennsylvania Avanue, N.W .,
Washington, DC 26450, Do not send the form to this address.

DATA MATRIX
Date: September 15, 2008 EPA Reg. No.fFile Symboi: 284-RNIR Page 12 of 12
Applicant=g/Registrant=. . .ame & Address: Bayer CropScience, 2 TW. Alexander Drive Product(s):
RTP, NC 27709 Seprasto 75 WS
Usa,

Ingredient: Claihianidin + imidacloprid

OWN
OWN
OWN
OWN
OWN
OWN
OWN
OWN
OWN
OWN
OWN
OWN
OWN
OWN

OWN

Llamin Huang, Registration Manager

Signalure \O--" MName and Title: Date: September 45, 2008
- ,

EPA Form 8Y50-35 {12-2003) Electronic Paper versions available. Submit only Paper version. Agency fntermal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No, 2070-0080; 2070-0057:
1200 Pennsyivania Avenue, N.w. 2070-0107; 20700122, 207001634
WASHINGTON, D.C. 20460

Papo awk Reduction Acl Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
Reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding 1he burden estimate or any other aspect of this
collection o mation, including suggestions for reducing the burden to: Director, Colleclion Strategies Chision (2822T), U.5. Environmental Protection Agency, 1200 Pannsylvania Avenua, N.W.,
Washinglon, uv 20460, Do not send the form to this eddress.

DATA MATRIX
Date: September 15, 2008 J ~7A Reg. No./File Symbol: 264-RNIR Page 14 of 14
Apglicant=s/Registrant=s Name & Address: Bayer CropScence, 2 T.W. Alexander Drive Product(s):
RTP, NC 27709 Sepresto 75 WS

usa

Ingredient: Clothianidin + Imidactoprid

264 OWN

264 OWN
264 OWN
264 OWN
264 OWN

264 OWN
264 OWN
264 OWN
264 OWN
264 OWN
264 OWN
264 OWN
264 OWN

Signature . \J Name and Title: Date: September 15, 2008
T \ LJamin Huang, Regislration Manager

EPA Form 8750-35 (12-2003) Elacironic Paper versions avaiable. Submit anly Paper varsion. Agency Inlamal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

1200 Pennsylvania Avenue, N.W.
WASHINGTON, D.C. 20460

Form Approved DMB No. 2070-G0680; 2070-0057;

2070-0107; 2070-0122; 2070-01634

Paperwork Reduclion Acl Notice: The public reperiing burden for this eollection of information is estimated o average 0.25 hours per response for registrafion aclivities and 0.25 hours per response for
Reregistration and special review activities, including bme for reading the instruclicns and complating the necessary forms. Send comments regarding the burden estimate cor any clher aspect of this
colleclion ef infermation, including suggestions for reducing the burden to: Direclor, Collection Strategies Division (2822T), U.S. Environmentai Preteciion Agency. 1200 Pannsylvania Avenua, N.W.,

Washington, DC 20450, Do nat send the form to this address.

DATA MATRIX
Date: September 15, 2008 EPA Reg. No./File Symbol: 264-RNIR Page 15 of 15
Applicant=5/Registrant=s Name & Address: Bayer CropSdence, 2 T.W. Alexander Drive Produci(s)
RTP, NC 27709 Sepreslo 75 WS
usa

ingredient: Clothianidin + Imidacloprid

264 OWN

264 OWN

264 OWN

264 OWN

2684 OWN

264 OWN

264 QOWN

264 weiN

264 OWN

264 OWN

264 OWN

264 OWN

Signature c !P__ LI;»‘%

MNames and Title:
lJamin Huang, Registration Manager

Date: Seplember 15, 2006

EPA Form B750-35 {12-2003} Elecironic Paper versions avaitable. Submit only Paper version.

Agency Intemai Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

1200 Pennsyivania Avenue, N.W.
WASHINGTON, D.C. 20460

Farm Approved OMB No. 2070-0060; 2070-0057;

2070-0107; 2070-0122; 2070-Q1634

Paperwork Reduction sact Notice: The pubtic reporiing burden for this coliection of information is estimaled to average 0.25 hours per response for registration aclivities and 0.25 hours per response for
Reregistration and special review activities, inclugding time for reading the instructions and compieting the necessary forms. Send comments regarding the burden estimate or anty olher aspect of this
collection of information, including suggestions for reducing the burden to: Director, Collection Strategies Division (2822T), U.S. Envirenmental Protaction Agency, 1200 Pennsylvania Avenue, N.WY.,

Washington, DC 20460. Do not send the farm Lo this address.

DATA MATRIX
Date: September 15, 2008 EPA Reg. Ho./File Symbol:  264-RNIR Page 19 of 18
Applican=s/Registrant=35 Hame & Acaress: Bayer CropSdience, 2 T.W. Alexander Drive Produci(s)
RTP. NC 27709 Sepresto 75 WS
UsA

Ingredient: Clothianidin + Imidacioprid

OWN

OWN

OWN

OWN

OWN

OWN

OWN

OWN

OWN

OWN

Signaiure c \(w_ L&.»-}

Name and Title:
[Jamin Huang, Registration Manager

Date: Seplember 15, 2008

EPA Form 8750-35 (12-2003) Electronic Paper versions available. Submit oy Paper versian,

Agency Inlemal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

1200 Pennsylvania Avenue, N.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060; 2070-0057.

2070-0107, 2070-0122; 2070-01634

Paperwork R...ztion Act Notice: The public reporiing burden for this collection of information is estimated 1o average 0.25 hours per response for registration activinas and 0.25 hours par response for
Reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any ather aspect of this
collection of information, ncluding suggestions for reducing the burden to: Director, Collection Strategies Division (2822T), U.S. Envirenmenlal Proteciion Agency, 1200 Pennsytvania Avaenue, MW,

Washington, DC 20480. Do nat send the farm to this address.

DATA MATRIX
Date: September 15, 2008 Er* ™ 3. HofFile Symbcl: 264-RNIR FPage 20 of 20
Applicant=s/Registrant=s Name & Address: Bayer CropScience, 2 T.W. Alexander Drive Product{s):
RTP, NC 27709 Seprestn 75 WS
Usa,

Ingredient: Clothianidin + Imidadoprid

264 OWN

264 OWN

264 OWN

264 OWN

264 OWN

264 IWN

264 OWN

264 OWN

264 OWN

Signature c \]@__ Hﬂ

fame and Tifle:
Llamin Huang, Registration Manager

Date: Sapternber 13, 2008

EPA Form 8750-35 (12-2003) Electronic Paper versions available. Submil only Paper version.

Agency Intemal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060; 2070-0057;
1200 Pennsylvania Avenue, N.W. 2070-0107; 2070-0122; 2070-01634
WASHINGTON, D.C. 20460

Paperwork Reduclion Act Notice: The public reporting burden for this collection of information is estimated 1o average 0.25 hours per response for regislration activities and 0.25 hours per response for
Reregistration and special review activilies, inciuding time for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any olher aspect of this
collection of informaticn, including suggestions for reducing the burden to: Direcine Collection Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, NW.,
Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Data: September 15, 2008 EPA Reg. No.{File Symbol: 264-RNIR Page 21 of 21
Applicant=s/Registrant=s Name & Address: Bayer CropScience, 2 T.W. Alexander Drive Product{s):
RTP, NC 27708 Sepresto 75 WS
UsaA

Ingrediant: Clothianidin + Imidaclopnd

R4 PER
264 OWN
264 OWN
264 OWN
264 OWN
264 OWN
264 OWN
iR4 PER
IR4 PER
R4 PEF.
Signature - ‘P‘”" bt Name and Title: Date: Seplember 15, 2008
L & Lamin Huang, Registralion Manager
EPA Form B750-35 {12-2003) Electronic Paper versions available. Submit only Paper version, Agency Inlemal Usa Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060; 2070-0057,
1200 Pennsylvania Avenue, N.W. J70-0107: 2070-0122; 2070-01634
WASHINGTON, D.C. 20460

Paparwork Reduction Act Notice; The public reparting burden for this colleclion of information is estimated 1o average 0.25 hours per response for registration acliviies and 0.25 hours per respanse for
Reregisiration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collgclion of information, including suggestions for reducing the burden to: Direclor, Collection Sirategias Diwision {28227}, U.S, Environmental Protection Agency, 1200 Pannsylvania Avanue, NW.,
Washinglon, DC 20460, Do not send the form ta this address.

DATA MATRIX
Date: Septamber 15, 2008 EPA Reg. NoJFile Symbol  264-RMNIR Page 24 of 24
Applicant=s/Regislrant=s Mame & Address: Bayer CropScience, 2 T.VW. Alexander Crive . aduclis)
RTP, NC 2770¢ Sepresto 75 WS
usa

tngredient: Clothianidin + imidacioprid

264 OWN
264 WN
264 OWN
264 OWN
264 OWN
2654 OWN
264 OWN
(R4 PER
(R4 PER
Signature ¢ ‘F“"’ L{MX\ JNarr!e and Tile: Date: September 15, 2008
! ; amin Huang, Registration Manager
EPA Form B750-35 (12-2003) élacl.ronic Paper versions available. Submit only Paper version. Agency Intemal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

1200 Pennsylvania Avenue, N.W.
WASHINGTON, D.C, 20460

Form Approved OMB Ne. 2070-0060; 2070-0057;

2070-0107, 2070-D122; 2070-01634

Paperwork Reduction Acl Notice: The public reporling burden for this collection of informalion is eslimated to average 0.25 hours per response for registration aclivities and 0.25 hours per response for
Reregisiration and special raview activities, including time for reading the instructions and completing the necessary forms. Send commaents regarding the burmden estimate or any other aspect of this
collaction of information, including suygestions for reducing tha burden to: Director, Collection Strategies Division (28227}, U.5. Enviranmental Protection Agency, 1200 Pennsylvaria Avenue, NW.,

Washington, DC 26460. Do not send the form to this address.

DATA MATRIX
Date: Saptember 15, 2008 EPA Reg. NoJFile Symbol: 264 -RNIR Page 26 of 28
Applicant=s/Registrant=s Name & Address: Bayer CrapScience, 2 T.W. Alexander Drive Product{s):
RTP, NC 27709 Sepresto 75 WS
UsaA

Ingredient: Clothianidin + Imidacioprid

R4 VER

IR4 PER

IR4 PER

IR-4 ER

IR4 PER

R4 'ER

264 OWN

264 OWN

264 OWN

264 OWN

Signatu L e
gnature (\&_,_ﬂ

Name and Title:
Ljamin Huang, Registration Manager

Date: September 15, 2008

EPA Form 8750-35 {12-2003) Elecironic Paper versions availabts. Submit only Paper version,

Agency Intemal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Farm Approved OMB No. 2070-0060: 2070-0057;

1200 Pennsyivania Avenue, N.W,
WASHINGTON, D.C. 20460

20000107, 20700122, 2070-01634

Paperwork Reduction Acl Notice: Tha public reporling burden for this collection w uwnummation is estimated 1o average .25 hours per response ! 1gistration activities and 0.25 hours per response for
Reregistration and special review aclivities, including time for reading tha instructions and compleling the necessary forms. Send commentis regaiung the burden estimate or any other aspecl of this
collection of information, including suggestions for reducing the burden to: Direclor, Collection Strategies Division (2822T), LS. Environmental Protection Agency, 1200 Pernsylvania Avenue, N.W.,

Washington, C 20M60. Do not send Lhe form to this address.

DATA MATRIX
Date: Septernber 15, 2008 EPA Rep. No./File Symbol: 264-RNIR Pege 27 of 27
Applicant=s/Registrant=s Name & Address: Bayer CropScier~= 2 TW. Alexander Crive Produclis):
RTP, NC 27709 Sepmasic 7O WS
Usa,

Ingradient: Ciothianidin + Imidacloprid

264 OWN
264 OWN
264 CWN
264 OWN
264 CWN
R4 PER
264 OWN
264 OwW

264 OWN
264 OWN
264 OWN
264 OWN
264 OWN
264 OWN

Signature ¢ ‘F‘"‘ l«b’\ ?arn_e and Tle: Date: September 15, 2008
A amin Huang, Registration Manager

EPA Form B750-35 {12-2003) Electronic Paper versions available. Submit only Faper varsion.

Agency ntemal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OME No. 2070-0060; 2070-0057;
1200 Pennsylvania Avenue, N.W. 2070-0107; 2070-0122; 2070-01634
WASHINGTON, D.C. 20460

Paperwork Reductlion Acl Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration acliviies and 0.25 hours per reésponse for
Reragistration and special review aclivities, inciuding time for reading the instructions and cormpleting the recessary forms. Send comments regarding the burden estimate or any othar aspect of this
colleclion of information, including suggestions for reducing the burden to: Director, Collection Strategies Division {28227}, U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W.,
Washington, DC 20480, Do not send Lhe form to this address.

DATA MATRIX
Date: September 15, 2008 EPA Reg. No./File Symbol:  264-RNIR Page 30 of 30
Applicant=$/Registrant=s Name & Agaess: Bavar CropSciance, 2 T.W. Alexander Orive Product{s).
R1 c 27709 Sepresto 76 WS
USA

Ingredient: Clothianidin + imidacloprid

OWN
OWN
OWN
OWN
OWN
OWN
OWN
OWN
OWN
OWN
OWN
OwN
OwWN
—iN
OWN

Signature . ‘li ame and Title: Dale: September 15, 2008
C Llamin Huang, Regislration Manager
by

EPA Form 8750-35 {12-2003) Electronic Paper versions avaflable. Submit onty Paper versicn, Agency Intemat Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

1200 Pennsylvania Avenue, N.W.
WASHINGTON, D.C. 20460

Form Approved OMB ™o. 2070-0060; 2070-0057;

2070-0107; 2070-0122; 2070-01634

Paperwork Reduction Act Notice: The public reporiing burden for this collection of infarmation is estimated to average 0.25 hours per response for registration activities and 0.25 hours par response for
Reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any olher aspect of this
collaction of information, including suggastions for reducing the burden to; Director, Collection Strategies Division (2822T), U. 8. Environmental Protection Agency, 1200 Pennsylvania Avenua, NW._,

Washington, DC 20460. Do not send the form to this address.,

DATA MATRIX
Date: September 15, 2008 EPA Reg. Mo.fFile Symbol: 264-RNIR Page 317 of 31
Applicant=a/Registrant=s Name & Address: Bayer CropSdcience, 2 T.W. Alexander Drive Product({s):
RTP, NC 27708 Seprestoc 75 W5
USA

Ingradient: Clothianidin + Imidacioprid

OWN

OWN

oW

OWN

OWN

OWN

OWN

OWN

OWN

OWN

PER

OWN

Signature I P S
cem

Name and Title:
I.lamin Huang, Registration Manager

Date: September 13, 2008

EPA Form 8750-35 (12-2003) Electronic Paper versions available. Submit only Paper version,

Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

1200 Pennsylvania Avenue, N.W.
WASHINGTON, D.C. 20460

Form Approved CMB No. 2070-0060; 2070-0057;

2070-0107; 2070-0122, 2070-01624

Paparwork Reduction Act Notice: The public reporting burden for Lhis collection of information is estimated o average 0.25 hours per response for registratian activities and 0.25 hours per response for
Reregistration and special review activities, including time for reading the inslructions ang completing Lhe necessary forms. Send comments regarding the burden eslimate or any othar aspect of this
collection of infermation, including suggesticns for reducing the burden Lo: Director, Collection Strategies Division (2822T), U.S. Envirenmental Protection Agency, 1200 Pennsylvania Avenue, N.W.,

Washington, DC 20480, Do not send the form to this addresa,

DATA MATRIX
Date: September 15, 2008 EPA Reg. No.fFile Symbal: 264-RNIR Page 32 of 32
Applicant=s/Registrant=s Name & Address: Bayer CropScience 2 T.W. Alexander Orive Productis):
RTP, HC 277039 Sepresto 75 WS
USA,

Ingredient: Clathianidin + Imidacioprid

OWN

OWN

OWN

OWN

OWN

Signature ¢ #P_,_ I,.i...-—xﬁ

Name and Title:
t)amin Huang, Registralion Manager

Date: September 15, 2008

EPA Fom 8T50-35 (12-2003) Electronic Paper versions available. Submit only Paper version.

Agency Intemal Use Copy
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UN!D STATES ENVIRONMENTAL PHOTEC‘N AGENCY

o“\@ 81‘4,‘%‘

4 % WASHINGTON, D.C. 20460
3 ¢

Bt

September 3, 2008
OFFICE OF
PREYENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-399489

EPA File ®ymbo r Registration Number: 264-RNIR
Product }~ame: Sepresto 75 WS

EPA Receipt Date: 20-Aug-2008

EPA Company Number: 264

Company Name: BAYER CROPSCIENcCE LP

MARGARET CHERNY

BAYER CROPSCIENCE LP

2 T.W. ALEXANDER DRIVE

RESEARCH TRIANGLE PARK, NC 27709

SUBJFT: Receipt of Registration Application Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your application and certification of
payment. If you submitted data with this application, the results of the PRN-86-5 screen will be
communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code; R310

NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT
CHEMISTRY;ACUTE TOXICITY;PUBLIC HEALTH PEST EFFICACYY);

No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at {703) 305-6249.

Sincerely,
’7‘ AALAE &‘(.d‘m -

Front End Processing Staff
Information Technology & Resources Management Division
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Document Title

Document A
Statement of the context in which the dossier is submuted for

Sepresto 75 WS

Data Reguirements

Regulatory Directive 2003-01/Canada/PMRA
OPPTS guidelines/US/EPA

According to OECD format guidance for industry data submissions
on plant protection products and their active substances

Date

August 1, 2008

Authors

Jamin Huang
Bayer CropScience
Research Triangle Park, NC, USA

Roy Lidstone
Bayer CropScience Inc.
Ottawa, Ontario, Canada

Number of pages
3
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Proceed Optimum, as a new product similar to pending Proceed MD (EPA File Symbol 264-
RNTE, Decision No. D-386008), for seed treatment use on wheat, bariey and triticale.

1n the US, imidaclcp. id-containing products have been registered for u-~3 on al. _f the crops
listed in the Sepresto 75 WS labeling, with the only excepti~ 2f Crop x:oup 3 Bulb vegetables.
A residue program conducted for onions was based on soil application, and its data will be used
to support soil application via Gaucho 550 SC (EPA Reg. No. 264-8"7), as a Secondary PRIA
action as noted above, and seed treatment use via Sepresto 75WS. T1ne existing imidacloprid
tolerances already established for all of the other crops are based on foliar and soil uses, and will
be used to register the proposed seed treatment uses on the same crop groups. A number of
imidacloprid seed treatment uses have been previously approved by the Agency based on their
foliar and/or soil applied uses.

In Canada, the application to register Sepresto 75 WS is being accompanied by an application to
amend the registration of Admire 240 Flowable Systemic Insecticide, Registration number
24094, by adding uses previously registered in the US, i.e., “Technology Gap” approach. The
new uses proposed for the Canadian Admire 240 F label have been registered in the US on the
Provado and Admire labels registered by Bayer CropScience. The reason for the submission is
to provide Canadian growers with the same imidacloprid products and uses available to growers
in the US. Bayer CropScience is requesting that the PMRA establish MRLs that are harmonized
with existing US tolerances in order to facilitate trade of imidacioprid-tr--*2d food commodities.

The registration of the new uses proposed for the Aduure 240 F lahel in Canada and the

concurrent establishment of crop and crop group MRLs, will als., ..rve as the basis for the
imidacloprid MRLs required for Sepresto 75 WS in Canada.
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MRID# 47483000

yer

TRANSMITTAL DOCUMENT

Clothianidin
Sepresto 75 WS (Joint CAN&US)
Transmittal Date
August 01, 2008
N

Company Official:
Company Name: Bayer Cropscience
Company Contact: Jamin Huang
Company Tel..10ne: +1 919 549 2634

2 T.W. Alexander Drive
RTP, NC 27709
USA
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